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cooked patty product, if it meets the
stabilization requirements in para-
graph (c) of this section.

(c) Stabilization. (1) Fully cooked, par-
tially cooked, and char-marked meat
patties must be produced using proc-
esses ensuring no multiplication of
toxigenic microorganisms such as Clos-
tridium botulinum, and no more than a 1
logic multiplication of Clostridium
perfringens, within the product.

(2) For each meat patty product pro-
duced using a stabilization process
other than one conducted in accord-
ance with the Hazard Analysis and
Critical Control Point (HACCP) system
requirements in part 417 of this chap-
ter, an establishment must develop and
have on file, available to FSIS, a proc-
ess schedule, as defined in §301.2 of this
chapter. Each process schedule must be
approved in writing by a process au-
thority for safety and efficacy in meet-
ing the performance standards estab-
lished for the product in question. A
process authority must have access to
an establishment in order to evaluate
and approve the safety and efficacy of
each process schedule.

(3) Under the auspices of a processing
authority, an establishment must vali-
date new or altered process schedules
by scientifically supportable means,
such as information gleaned from the
literature or by challenge studies con-
ducted outside the plant.

(4) Partially cooked patties must
bear the labeling statement “‘Partially
cooked: For Safety Cook Until Well
Done (Internal Meat Temperature 160
degrees F.).” The labeling statement
must be adjacent to the product name,
and prominently placed with such con-
spicuousness (as compared with other
words, statements, designs or devices
in the labeling) as to render it likely to
be read and understood by the ordinary
individual under customary conditions
of purchase and use.

(5) Char-marked patties must bear
the labeling statement ‘‘Uncooked,
Char-marked: For Safety, Cook Until
Well Done (Internal Meat Temperature
160 degrees F.).” The labeling state-
ment shall be adjacent to the product
name, at least one-half the size of the
largest letter in the product name, and
prominently placed with such con-
spicuousness (as compared with other
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words, statements, designs or devices
in the labeling) as to render it likely to
be read and understood by the ordinary
individual under customary conditions
of purchase and use.

[64 FR 744, Jan. 6, 1999]

§318.24 Product prepared using ad-
vanced meat/bone separation ma-
chinery; process control.

(a) General. Meat, as defined in §301.2
of this subchapter, may be derived by
mechanically separating skeletal mus-
cle tissue from the bones of livestock,
other than skulls or vertebral column
bones of cattle 30 months of age and
older as provided in §310.22 of this sub-
chapter, using advances in mechanical
meat/bone separation machinery (i.e.,
AMR systems) that, in accordance with
this section, recover meat—

(1) Without significant incorporation
of bone solids or bone marrow as meas-
ured by the presence of calcium and
iron in excess of the requirements in
this section, and

(2) Without the presence of any brain,
trigeminal ganglia, spinal cord, or dor-
sal root ganglia (DRG).

(b) Process control. As a prerequisite
to labeling or using product as meat
derived by the mechanical separation
of skeletal muscle tissue from live-
stock bones, the operator of an estab-
lishment must develop, implement, and
maintain procedures that ensure that
the establishment’s production process
is in control.

(1) The production process is not in
control if the skulls entering the AMR
system contain any brain or trigeminal
ganglia tissue, if the vertebral column
bones entering the AMR system con-
tain any spinal cord, if the recovered
product fails otherwise under any pro-
vision of paragraph (c)(1), if the prod-
uct is not properly labeled under the
provisions of paragraph (c)(2), or if the
spent bone materials are not properly
handled under the provisions of para-
graph (c)(3) of this section.

(2) The establishment must document
its production process controls in writ-
ing. The program must be designed to
ensure the on-going effectiveness of the
process controls. If the establishment
processes cattle, the program must be
in its HACCP plan, its Sanitation SOP,
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or other prerequisite program. The pro-
gram shall describe the on-going
verification activities that will be per-
formed, including the observation of
the bones entering the AMR system for
brain, trigeminal ganglia, and spinal
cord; the testing of the product exiting
the AMR system for bone solids, bone
marrow, spinal cord, and DRG as pre-
scribed in paragraph (c)(1) of this sec-
tion; the use of the product and spent
bone materials exiting the AMR sys-
tem; and the frequency with which
these activities will be performed.

(3) The establishment shall maintain
records on a daily basis sufficient to
document the implementation and
verification of its production process.

(4) The establishment shall make
available to inspection program per-
sonnel the documentation described in
paragraphs (b)(2) and (b)(3) of this sec-
tion and any other data generated
using these procedures.

(c) Noncomplying product. (1) Notwith-
standing any other provision of this
section, product that is recovered using
advanced meat/bone separation ma-
chinery is not meat under any one or
more of the following circumstances:

(i) Bone solids. The product’s calcium
content, measured by individual sam-
ples and rounded to the nearest 10th, is
more than 130.0 mg per 100 g.

(if) Bone marrow. The product’s added
iron content, measured by duplicate
analyses on individual samples and
rounded to the nearest 10th, is more
than 3.5 mg per 100 g.1

1The excessive iron (ExcFe) measurement
for an analyzed sample is equal to the ob-
tained iron (Fe) result expressed in mg/100 g
measured and rounded to the nearest 100th or
more for that sample, minus the product of
three factors: (1) The iron to protein ratio
(IPR) factor associated with corresponding
hand-deboned product; (2) the obtained pro-
tein (P) result (%) for that sample; and (3) a
constant factor of 1.10. In formula, this can
be written as: ExcFe = mFe — IPR x Protein
x 1.10, where ExcFe represents the excess
iron, expressed in units of mg/100 g; mFe rep-
resents the measured level of iron (Fe, mg/
100 g), IPR is the iron to protein ratio for the
appropriate hand-deboned product, and
“Protein”” is the measured level of protein
rounded to the nearest 100th and expressed as
a percentage of the total weight of the sam-
ple. In lieu of data demonstrating otherwise,
the values of IPR to be used in the above for-
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(iii) Brain or trigeminal ganglia. Skulls
that enter the AMR system have tis-
sues of brain or trigeminal ganglia.

(iv) Spinal cord. Vertebral column
bones that enter the AMR system have
tissues of spinal cord, or the product
that exits the AMR system contains
spinal cord.

(v) DRG. The product that exits the
AMR system contains DRG.

(2) If product that may not be labeled
or used as ‘‘meat’ under this section
meets the requirements of §319.5 of this
subchapter, it may bear the name
““Mechanically Separated (Species)”’
except as follows:

(i) If skulls or vertebral column
bones of cattle younger than 30 months
of age that enter the AMR system have
tissues of brain, trigeminal ganglia, or
spinal cord, the product that exits the
AMR system shall not be used as an in-
gredient of a meat food product.

(ii) If product that exits the AMR
system contains spinal cord or DRG
from bones of cattle younger than 30
months of age, it shall not be used as
an ingredient of a meat food product.

(iii) If product derived from any
bones of cattle of any age does not
comply with (c)(1)(i) or (ii), it may bear
a common or usual name that is not
false or misleading, except that the
product may not bear the name ‘‘Me-
chanically Separated (Beef).”

(3) Spent skulls or vertebral column
bone materials from cattle younger
than 30 months of age that exit the
AMR system shall not be used as an in-
gredient of a meat food product.

[69 FR 1884, Jan. 12, 2004]

mula are as follows: For beef products the
value of IPR is equal to 0.104, except for any
combination of bones that include any beef
neckbone product, for which the value of
0.138 is to be used; for pork product, the IPR
value is 0.052. Other IPR values can be used
provided that the operator of an establish-
ment has verified and documented the ratio
of iron content to protein content in the
skeletal muscle tissue attached to bones
prior to their entering the AMR system,
based on analyses of hand-deboned samples,
and the documented value is to be sub-
stituted for the IPR value (as applicable) in
the above formula with respect to product
that the establishment mechanically sepa-
rates from those bones.
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§318.300
Subparts B-F [Reserved]

Subpart G—Canning and Canned
Products

SOURCE: 51 FR 45619, Dec. 19, 1986, unless
otherwise noted.

§318.300 Definitions.

(a) Abnormal container. A container
with any sign of swelling or product
leakage or any evidence that the con-
tents of the unopened container may be
spoiled.

(b) Acidified low acid product. A
canned product which has been formu-
lated or treated so that every compo-
nent of the finished product has a pH of
4.6 or lower within 24 hours after the
completion of the thermal process un-
less data are available from the estab-
lishment’s processing authority dem-
onstrating that a longer time period is
safe.

(c) Bleeders. Small orifices on a retort
through which steam, other gasses, and
condensate are emitted from the retort
throughout the entire thermal process.

(d) Canned product. A meat food prod-
uct with a water activity above 0.85
which receives a thermal process either
before or after being packed in a her-
metically sealed container. Unless oth-
erwise specified, the term “‘product’ as

used in this subpart G shall mean
‘‘canned product.”
(e) Closure technician. The indi-

vidual(s) identified by the establish-
ment as being trained to perform spe-
cific container integrity examinations
as required by this subpart and des-
ignated by the establishment to per-
form such examinations.

(f) Code lot. All production of a par-
ticular product in a specific size con-
tainer marked with a specific con-
tainer code.

(g) Come-up time. The elapsed time,
including venting time (if applicable),
between the introduction of the heat-
ing medium into a closed retort and
the start of process timing.

(h) Critical factor. Any characteristic,
condition or aspect of a product, con-
tainer, or procedure that affects the
adequacy of the process schedule. Crit-
ical factors are established by proc-
essing authorities.
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(i) Headspace. That portion of a con-
tainer not occupied by the product.

(1) Gross headspace. The vertical dis-
tance between the level of the product
(generally the liquid surface) in an up-
right rigid container and the top edge
of the container (i.e., the flange of an
unsealed can, the top of the double
seam on a sealed can, or the top edge of
an unsealed jar).

(2) Net headspace. The vertical dis-
tance between the level of the product
(generally the liquid surface) in an up-
right rigid container and the inside
surface of the lid.

(J) Hermetically sealed containers. Air-
tight containers which are designed
and intended to protect the contents
against the entry of microorganisms
during and after thermal processing.

(1) Rigid container. A container, the
shape or contour of which, when filled
and sealed, is neither affected by the
enclosed product nor deformed by ex-
ternal mechanical pressure of up to 10
pounds per square inch gauge (0.7 kg/
cm?) (i.e., normal firm finger pressure).

(2) Semirigid container. A container,
the shape or contour of which, when
filled and sealed, is not significantly
affected by the enclosed product under
normal atmospheric temperature and
pressure, but can be deformed by exter-
nal mechanical pressure of less than 10
pounds per square inch gauge (0.7 kg/
cm?) (i.e., normal firm finger pressure).

(3) Flexible container. A container, the
shape or contour of which, when filled
and sealed, is significantly affected by
the enclosed product.

(k) Incubation tests. Tests in which
the thermally processed product is
kept at a specific temperature for a
specified period of time in order to de-
termine if outgrowth of microorga-
nisms occurs.

() Initial temperature. The tempera-
ture, determined at the initiation of a
thermal process cycle, of the contents
of the coldest container to be proc-
essed.

(m) Low acid product. A canned prod-
uct in which any component has a pH
value above 4.6.

(n) Process schedule. The thermal
process and any specified critical fac-
tors for a given canned product re-
quired to achieve shelf stability.
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